
155

Food and Drug Administration, HHS § 821.25 

(b) When responding to premarket notifica-
tion submissions and remarket approval ap-
plications, FDA will notify the sponsor by 
issuing an order that states that FDA be-
lieves the device meets the criteria of sec-
tion 519(e)(1) of the act and, by virtue of the 
order, the sponsor must track the device.

§ 821.25 Device tracking system and 
content requirements: manufac-
turer requirements. 

(a) A manufacturer of a tracked de-
vice shall adopt a method of tracking 
for each such type of device that it dis-
tributes that enables a manufacturer 
to provide FDA with the following in-
formation in writing for each tracked 
device distributed: 

(1) Except as required by order under 
section 518(e) of the act, within 3 work-
ing days of a request from FDA, prior 
to the distribution of a tracked device 
to a patient, the name, address, and 
telephone number of the distributor, 
multiple distributor, or final dis-
tributor holding the device for dis-
tribution and the location of the de-
vice; 

(2) Within 10 working days of a re-
quest from FDA for life-sustaining or 
life-supporting devices used outside a 
device user facility that are intended 
for use by a single patient over the life 
of the device and permanent implants 
that are tracked devices, after distribu-
tion to or implantation in a patient: 

(i) The lot number, batch number, 
model number, or serial number of the 
device or other identifier necessary to 
provide for effective tracking of the de-
vices; 

(ii) The date the device was shipped 
by the manufacturer; 

(iii) The name, address, telephone 
number, and social security number (if 
available) of the patient receiving the 
device; 

(iv) The date the device was provided 
to the patient; 

(v) The name, mailing address, and 
telephone number of the prescribing 
physician; 

(vi) The name, mailing address, and 
telephone number of the physician reg-
ularly following the patient if different 
than the prescribing physician; and 

(vii) If applicable, the date the device 
was explanted and the name, mailing 
address, and telephone number of the 
explanting physician; the date of the 

patient’s death; or the date the device 
was returned to the manufacturer, per-
manently retired from use, or other-
wise permanently disposed of. 

(3) Except as required by order under 
section 518(e) within 10 working days of 
a request from FDA for life-sustaining 
or life-supporting devices used outside 
device user facilities that are intended 
for use by more than one patient and 
that are tracked devices, after the dis-
tribution of the device to the multiple 
distributor: 

(i) The lot model number, batch num-
ber, serial number of the device or 
other identifier necessary to provide 
for effective tracking of the device; 

(ii) The date the device was shipped 
by the manufacturer; 

(iii) The name, address, and tele-
phone number of the multiple dis-
tributor; 

(iv) The name, address, telephone 
number, and social security number (if 
available) of the patient using the de-
vice; 

(v) The location of the device; 
(vi) The date the device was provided 

for use by the patient; 
(vii) The name, address, and tele-

phone number of the prescribing physi-
cian; and 

(viii) If and when applicable, the date 
the device was returned to the manu-
facturer, permanently retired from use, 
or otherwise permanently disposed of. 

(b) A manufacturer of a tracked de-
vice shall keep current records in ac-
cordance with its standard operating 
procedure of the information identified 
in paragraphs (a)(1), (a)(2) and (a)(3)(i) 
through (a)(3)(iii) of this section on 
each tracked device released for dis-
tribution for as long as such device is 
in use or in distribution for use. 

(c) A manufacturer of a tracked de-
vice shall establish a written standard 
operating procedure for the collection, 
maintenance, and auditing of the data 
specified in paragraphs (a) and (b) of 
this section. A manufacturer shall 
make this standard operating proce-
dure available to FDA upon request. A 
manufacturer shall incorporate the fol-
lowing into the standard operating pro-
cedure: 

(1) Data collection and recording pro-
cedures, which shall include a proce-
dure for recording when data which is 
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required under this part is missing and 
could not be collected and the reason 
why such required data is missing and 
could not be collected; 

(2) A method for recording all modi-
fications or changes to the tracking 
system or to the data collected and 
maintained under the tracking system, 
reasons for any modification or change, 
and dates of any modification or 
change. Modification and changes in-
cluded under this requirement include 
modifications to the data (including 
termination of tracking), the data for-
mat, the recording system, and the file 
maintenance procedures system; and 

(3) A quality assurance program that 
includes an audit procedure to be run 
for each device product subject to 
tracking, at not less than 6-month in-
tervals for the first 3 years of distribu-
tion and at least once a year there-
after. This audit procedure shall pro-
vide for statistically relevant sampling 
of the data collected to ensure the ac-
curacy of data and performance testing 
of the functioning of the tracking sys-
tem. 

(d) When a manufacturer becomes 
aware that a distributor, final dis-
tributor, or multiple distributor has 
not collected, maintained, or furnished 
any record or information required by 
this part, the manufacturer shall no-
tify the FDA district office responsible 
for the area in which the distributor, 
final distributor, or multiple dis-
tributor is located of the failure of 
such persons to comply with the re-
quirements of this part. Manufacturers 
shall have taken reasonable steps to 
obtain compliance by the distributor, 
multiple distributor, or final dis-
tributor in question before notifying 
FDA. 

(e) A manufacturer may petition for 
an exemption or variance from one or 
more requirements of this part accord-
ing to the procedures in § 821.2 of this 
chapter.

EFFECTIVE DATE NOTE: At 67 FR 5951, Feb. 
8, 2002, § 821.25 was amended by revising the 
introductory text of paragraph (a)(2), para-
graph (a)(2)(iii), the introductory text of 
paragraph (a)(3), and paragraph (a)(3)(iv), ef-
fective May 9, 2002. For the convenience of 
the user, the revised text is set forth as fol-
lows:

§ 821.25 Device tracking system and content 
requirements: manufacturer require-
ments. 

(a) * * *
(2) Within 10 working days of a request 

from FDA for tracked devices that are in-
tended for use by a single patient over the 
life of the device, after distribution to or im-
plantation in a patient:

* * * * *

(iii) The name, address, telephone number, 
and social security number (if available) of 
the patient receiving the device, unless not 
released by the patient under § 821.55(a);

* * * * *

(3) Except as required by order under sec-
tion 518(e) of the act, within 10 working days 
of a request from FDA for tracked devices 
that are intended for use by more than one 
patient, after the distribution of the device 
to the multiple distributor:

* * * * *

(iv) The name, address, telephone number, 
and social security number (if available) of 
the patient using the device, unless not re-
leased by the patient under § 821.55(a);

* * * * *

Subpart C—Additional 
Requirements and Responsibilities

§ 821.30 Tracking obligations of per-
sons other than device manufactur-
ers: distributor requirements. 

(a) A distributor, final distributor, or 
multiple distributor of any tracked de-
vice shall, upon purchasing or other-
wise acquiring any interest in such a 
device, promptly provide the manufac-
turer tracking the device with the fol-
lowing information: 

(1) The name and address of the dis-
tributor, final distributor or multiple 
distributor; 

(2) The lot number, batch number, 
model number, or serial number of the 
device or other identifier used by the 
manufacturer to track the device; 

(3) The date the device was received; 
(4) The person from whom the device 

was received; 
(5) If and when applicable, the date 

the device was explanted, the date of 
the patient’s death, or the date the de-
vice was returned to the distributor, 
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